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DETAILED ACTION 

1 . This Office Action is in response to amendment filed on November 30, 2007. 
Examiner acknowledges claims 66-71 , 73-78, and 80-1 1 3, 1 1 6, 1 1 9-1 26 are pending in 
this application, with claim 112 having been currently amended, claims 119-126 having 
been newly added, and claims 1-65, 72, 79,114, 115, 117, and 118 having been 
cancelled 

Claim Rejections - 35 USC § 102 

2. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

3. Claims 66, 67, 71,73, 74, 78, 90-92, 94,95, 112, 1 13, and 1 16 are rejected 
under 35 U.S.C. 102(b) as being anticipated by Parker (5,873,362). 

As to Claims 66, 73, 90-92, Parker discloses a method comprising: inserting an 
intubation-tube placement device (73) secured to an intubation tube (10), into a patient's 
oral cavity; detecting the cartilaginous rings of the trachea via at least one tactile- 
accentuator (54) device coupled to the intubation-tube placement device (via the 
cooperative interaction of elements 73 and 10); forcing the intubation-tube placement 
device through the patient's vocal cords (88, using the distal end 18 of the intubation 
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tube 10) and axially sliding the intubation tube (10) along the intubation-tube placement 
device (73) such that the intubation tube (10) follows the intubation-tube placement 
device through the patient's vocal cords. (Figures 4A and 4B). As seen in Figure 4B, 
the tactile-accentuator (54) guides the intubation tube (10) along the cartilaginous rings 
(90). In regards to claim 73, the exploratory portion (74) is shaped to prevent the 
intubation-tube placement device from perforating an internal body structure during 
insertion into the patient's oral cavity. In regards to claims 90-92, Parker discloses the 
placement device (73) may be removed from the intubation tube (10). (Column 5, Lines 
15-20). 

As to Claims 67, 74, Parker discloses the operation of the intubation tube 
placement device may additionally encompass the use of a light source (1 00). (Column 
5, Lines 20-24). 

As to Claims 71 , 78, Parker discloses the forcing of the intubation-tube 
placement device through the patient's vocal cords, comprises: applying axial pressure 
along the intubation-tube placement device such that the intubation-tube placement 
device moves into the patient's trachea. (Column 5, Lines 2-20). 

As to Claim 94, Parker discloses detecting the cartilaginous rings of the trachea 
via at least one tactile-accentuator (54) device coupled to the intubation-tube placement 
device (via the cooperative interaction of elements 73 and 10). (Figures 4A and 4B). As 
seen in Figure 4B, the tactile-accentuator (54) guides the intubation tube (10) along the 
cartilaginous rings (90). 
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As to Claim 95, Parker discloses a plurality of ventilation holes (120) along the 
wall in the portion of the endotracheal tube (10) that follows the endotracheal placement 
device. (Column 5, Lines 47-57). 

As to Claim 112, Parker discloses a intubation tube (10), comprising: a first end 
(16) having a first opening; and a second end (18) configured to pass through a set of 
vocal cords (88); a plurality of openings (12) on a portion of the wall of the intubation 
tube (10) adjacent to the second end (18) of the intubation tube. (Figure 1, 4A, and 4B). 

As to Claims 1 1 3 and 1 16, Parker discloses a tip (58) of the second end (1 8) of 
the intubation tube is rounded in shape and tapered. 



Claim Rejections - 35 USC § 103 

4. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

5. Claims 68-70, 75-77, and 93 are rejected under 35 U.S.C. 1 03(a) as being 
unpatentable over Parker (5,873,362) in view of Flam (5,607,386). 

As to Claims 68, 75, and 93, Parker discloses the recited method but does not 
expressly disclose the suctioning of materials. However, at the time the invention was 
made, the use of suctioning materials formed within the intubation-tube placement 
device was known. Specifically, Flam, in a method of inserting an intubation-tube 
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placement device, teaches suctioning materials from a vicinity of the patient's vocal 
cords via a suction tube formed by the intubation-tube placement device (col. 7, lines 50- 
59) for the purpose of clearing mucous and debris from a patient's respiratory tract. 
Flam also discloses the use of the suction tube for insufflating a patient for providing 
breathable gas to a patient during the intubation process. Therefore, it would have been 
obvious to modify the intubation-tube placement device of Parker to provide a suction 
tube for suctioning materials from a vicinity of a patient's vocal cords because it would 
have provided a means for clearing mucous and debris from a patient's respiratory tract 
as well as provided a means for delivering breathable gas to a patient during the 
intubation process as taught by Flam. 

As to Claims 69 and 76, Parker as modified by Flam teaches the intubation-tube 
placement device forming a hollow tube (suction lumen extends entire length of device 
as disclosed at col. 7, lines 50-59 of Flam). 

As to Claims 70 and 77, Flam teaches the suction tube formed by the intubation tube 
placement device comprises: the intubation-tube placement device forming a hollow 
tube (i.e. note insufflation and suction lumen that extends entire length of device); an 
anti-perforation device having a trailing portion (e.g. adjacent handle #13) and an 
exploratory portion; a channel (col. 7, lines 50-59) between the trailing portion and the 
exploratory portion of said anti-perforation device, and the trailing portion coupled to 
said intubation-tube placement device such that the channel substantially aligns with 
hollow tube. 
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6. Claims 80-88, 96-99, 109-111 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Parker ('362) in view of Flam ('386), and further in view of Slanetz, Jr. 
('091). 

As to Claims 80, 88, 96, 98, 109, 110, Parker discloses an intubating apparatus 
having a intubation placement device (10) and a retention device (73), yet does not 
expressly disclose the particulars of the intubation placement device nor the anti- 
perforation device. However, at the time the invention was made the structural 
particulars of the intubation placement device and the anti-perforation device were 
known. Specifically, Flam ('386) teaches an apparatus comprising: an intubation tube 
placement device (10); and an anti-perforation device (21,22) coupled to said intubation 
tube placement device for assisting in the placement of the intubating member into the 
patient's trachea. However, the system of Parker as modified by Flam does not 
expressly disclose the anti-perforation device having an exploratory portion shaped to 
prevent the anti-perforation device from perforating an internal body structure during 
insertion. Slanetz, Jr. teaches an anti-perforation device (12) having an exploratory 
portion (25) shaped to prevent the anti-perforation device from perforating an internal 
body structure for the purpose of preventing the rupture (i.e. perforation) of a duct by 
signaling a control unit of an area of greatest pressure being exerted on the exploratory 
portion (col. 2, lines 43-47 and lines 62-65). Therefore, it would have been obvious to 
modify system of Parker/ Flam to include an exploratory portion of the anti-perforation 
device shaped to prevent perforation of an internal body structure during insertion, as 
taught by Slanetz, Jr. to provided a means for preventing the rupture of a duct by 
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signaling a control unit of an area of greatest pressure being exerted on the exploratory 
portion. 

As to Claims 81 , 82, 97, 1 1 1 , Flam (figs.2,3,5,7) teaches an intubation tube (24) 
secured to the intubation tube placement device (12), the intubation tube placement 
device being internal to the intubation tube and a retaining device comprising a rubber 
stopper (23) having a hole through which the intubation tube placement device (12) 
extends, the retaining device being in contact with said intubation tube. 

As to Claim 83, 99, Flam (col. 7, lines 50-59) discloses said intubation tube 
placement device forms a hollow tube (i.e. note insufflation and suction lumen that 
extends entire length of device); said anti-perforation device having a trailing portion 
(e.g. adjacent handle #13) and an exploratory portion (e.g. adjacent tip of device #21) 
and a channel (col. 7, lines 50-59) between the trailing portion and the exploratory 
portion of said anti-perforation device; and the trailing portion coupled to said intubation 
tube placement device such that the channel aligns with the hollow tube. 

As to Claim 84, Parker discloses the operation of the intubation tube placement 
device may additionally encompass the use of a light source (100). (Column 5, Lines 
20-24). In addition, Flam discloses a fiberoptic device includes a light source (col. 7, line 
49). 

As to Claims 85, 86, 87, 100, Flam discloses the intubation placement device 
(12) is a medical device made of a malleable material. (Column 4, Lines 40-65). 

As to Claim 89, 1 01 , 1 02, 1 04, 1 05, Parker discloses at least one tactile- 
accentuator (54) device coupled to the intubation-tube placement device for detecting 
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the cartilaginous rings of the trachea (via the cooperative interaction of elements 73 and 
10). (Figures 4A and 4B). As seen in Figure 4B, the tactile-accentuator (54) guides the 
intubation tube (10) along the cartilaginous rings (90). 

As to Claim 103, 106, 107, Parker discloses a plurality of ventilation holes (120) 
along the wall in the portion of the endotracheal tube (10) that follows the endotracheal 
placement device. (Column 5, Lines 47-57). 

As to Claim 108, Parker discloses an inflatable cuff (24) and a plurality of 
ventilation holes (120) along the wall in the portion of the endotracheal tube (10) that 
follows the endotracheal placement device. (Column 5, Lines 47-57). 

7. Claims 1 1 9-1 26 are rejected under 35 U.S.C. 1 03(a) as being unpatentable over 
Parker ('362) in view of Flam ('386), Slanetz, Jr. ('091), and further in view of Evans et 
al. (5,250,033). 

As to Claims 119-121, 123, and 124, the system of Parker/Flam/Slanetz 
discloses the recited intubation tube device with the exception of the means for 
removable securing including a detactable portion of the intubation tube having a 
perforated border. However, at the time the invention was made the use of a detactable 
portion of the intubation tube having a perforated border was known. Specifically, 
Evans teaches the detachment of the adapter and the tube by perforated edge (30) for 
the purpose of enabling the proper placement of the device to the targeted region 
(Figure 2, Column 3, Lines 32-61 ). Therefore, it would have been obvious to one 
having ordinary skill in the art at the time the invention was made to modify the system 
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of Parker/Flam/Slanetz to include a removable portion of the adapter, as taught by 
Evans to ensure proper placement of the device within the body and to enable easy 
removable of the guide from the intubation device. Regarding the perforated limitation, 
Applicant is advised that the recitation of perforation is directed to a process. Applicant 
is reminded patentable weight is only given to the end product in apparatus/product 
claims. 

As to Claim 122, 125, and 126, the system of Parker/Flam/Slanetz discloses the 
recited intubation tube device with the exception of the means for removable securing 
including a detactable portion of the intubation tube having a perforated border. 
However, at the time the invention was made the use of a detactable portion of the 
intubation tube having a perforated border was known. Specifically, Evans teaches the 
detachment of the adapter and the tube by perforated edge (30) for the purpose of 
enabling the proper placement of the device to the targeted region (Figure 2, Column 3, 
Lines 32-61 ). Therefore, it would have been obvious to one having ordinary skill in the 
art at the time the invention was made to modify the system of Parker/Flam/Slanetz to 
include a removable portion of the adapter, as taught by Evans to ensure proper 
placement of the device within the body and to enable easy removable of the guide from 
the intubation device. 

Response to Arguments 

8. Applicant's arguments filed November 30, 2007 have been fully considered but 
they are not persuasive. Applicant asserts the prior art made of record does not teach or 
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fairly suggest a tactile-accentuator coupled to the intubation tube placement guide. 
However, Examiner respectfully disagrees. Applicant's claim limitations simply recite 
the tactile- accentuator device is coupled to the intubation tube placement guide; yet, 
these claim limitations to not recite how the structural orientation of the coupling 
mechanism. Parker discloses a intubation tube (10) that is operatively coupled to the 
intubation tube placement device (73). (Figure 4A). Inherently, this operative coupling of 
these elements meets the claims as Applicant has not expressly recited the integral 
nature of the intubation tube placement device and the tactile- accentuator. Further 
Applicant's assertions of the tactile- accentuator (54) of Parker to be incapable of 
detecting the cartilaginous rings is improper. As shown in Figure 4B, the tactile- 
accentuator is used to determine the proper placement of the device within the trachea 
(Column 5, Lines 40-48). Thus in light of the aforementioned reasoning the rejection of 
the claims has been maintained. 

Response to Amendment 

9. The declaration filed on April 30, 2007 under 37 CFR 1.131 is sufficient to 
overcome the Bonutti reference. 

Conclusion 

1 0. Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See M PEP 
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§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Annette F. Dixon whose telephone number is (571) 272- 
3392. The examiner can normally be reached on Monday thru Thursday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Justine Yu can be reached on (571 ) 272-4835. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Justine R Yu/ Annette F Dixon 

Supervisory Patent Examiner, Art Unit 3771 Examiner 

Art Unit 3771 

/Annette F Dixon/ 
Examiner, Art Unit 3771 



